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REMARKS 

Applicants respectfully request reconsideration of the present application in view of 
the foregoing amendments and in view of the reasons that follow. 

Priority Document 

The Office Action Summary fails to acknowledge applicants' claim for foreign 
priority under 35 USC 119 and receipt of the priority document. A certified copy of the 
priority document French Patent Application No. 99/04875 was filed in the parent 
application, Application No. 09/958,092. Acknowledgement of receipt of the certified copy 
of the priority document is respectfully requested in the next communication from the 
Examiner. 

Drawings 

Applicants have concurrently filed with this response amended formal drawings and 
along with a copy in red ink of the drawing amendments. Acceptance of these drawings is 
respectfully requested in the next communication from the Examiner. 

Rejections Under 35 USC §112, First Paragraph 
Applicants respectfully traverse the rejection under 35 USC § 1 12, first paragraph, for 
lack of enablement. Applicants urge that claim is enabled for the amended claims for the 
following reasons. 

The Examiner Has Not Met His Initial Burden Under the Enablement Requirement 

As detailed in MPEP § 2164.04, it is incumbent upon the Examiner to provide reasons 
as to why a claim is not enabled. "In order to make a rejection, the examiner has the initial 
burden to establish a reasonable basis to question the enablement provided for the claimed 
invention." MPEP § 2164.04 quoting from In re Wright, 999 F.2d 1557, 1562, 27 USPQ2d 
1510, 1513 (Fed. Cir. 1993). "[T]he minimum requirement is for the examiner to give reasons 
for the uncertainty of the enablement. MPEP § 2164, quoting from In re Bowen, 492 F.2d 
859,862064, 181 USPQ 48, 51 (CCPA 1974). 

With respect to the enablement rejection as it pertains to claim 1, the Examiner has 
merely offered the conclusion that in order to fulfill the enablement requirement, the claims 
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must recite the preparation steps disclosed in the specification. The Examiner has also 
apparently stated that the extracts have to be extracts from lupine seeds. The Examiner has 
offered no further reasonable explanation as to why enzjmiatically hydrolyzed peptide extracts 
of lupin prepared by methods other than those listed in the specification would not be 
enabling. Moreover, the Examiner has proffered no reason as to why extracts of seeds are 
necessary and other extracts would not work. Therefore, the Examiner has not met his initial 
burden to prove a lack of enablement with respect to defining the enzymatically hydrolyzed 
peptide extracts of lupin as product-by-process extracts of seeds and the enablement rejection 
against claim 1 should be withdrawn. 

Likewise, with respect to claim 15, the Examiner has presented no reasoning as to 
why oral administration is not enabled. Therefore, the enablement rejection should not be 
applied against claim 15. 

Applicants Have Met the Enablement Requirement 

"The test of enablement is whether one reasonably skilled in the art could make or use 
the invention fi"om the disclosure in the patent coupled with information known in the art 
without undue experimentation" MPEP § 2164, quoting fi-om United States v. Telectronics, 
Inc.. 857 F.2d 778, 785, 8 UPSPQ2d 1217, 1223 (Fed. Cir. 1988). "The test of enablement is 
not whether experimentation is necessary, but whether, if experimentation is necessary, it is 
undue." MPEP § 2164, quoting from In re Angstadt, 537 F.2d 498, 504, 190 USPQ 214, 219 
(CCPA 1976). Applicants contend, that under the guidelines of In re Wands, 8583 F.2d 731, 
737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988), it would not require undue experimentation to 
carry out the invention of claims 4, 5, 9 and 1 1 . 

As in Wands^ a high level of skill existed at the time of filing and the methods needed 
to practice the invention (preparing a lupin peptide extract) were well known at the time of 
filing. The description of the specification at page 4, lines 20-29 and page 7, lines 5-26 
serves as guidance in preparation of the extract, other variations or methods could be used as 
long as the results were an enzymatically hydrolyzed peptide extract of lupin. Given the level 
of skill in the art at the earliest priority date of the present application, any degree of 
experimentation involved in selected alternative methods of producing an enzymatically 
hydrolyzed peptide extract of lupin would not be vmdue experimentation, but rather a 
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reasonable amount of experimentation. As the Federal Circuit has repeatedly stated, 
experimentation to practice an invention is permissible, the question is whether the degree of 
experimentation is undue. With respect to present claims 1 and 1 1, applicants urge that they 
have provided sufficient evidence to enable one of ordinary skill to practice without undue 
experimentation. 

Applicants also urge that they have met the enablement requirement with respect to 
claim 15. At the time of the present invention, numerous routine assays could be used by one 
of skill in the art to determine whether a method of oral administration was enabled. 
Moreover, the level of one assessing these assays would have high, for example a Ph D 
pharmacologist with years of experience. Therefore, applicants urge that new claim 15 is also 
enabled. 

Accordingly, applicants request that the present rejections for lack of enablement be 
withdrawn. 

Rejections Under 35 USC §102 

Applicants contend that the present application is entitled to the priority of French 
Patent Application No. 99/04875, filed April 19, 1999. This priority date is before the 
publication date of FR 2778565 (November 19, 1999) or JP 2000 026272 (January 25, 2000). 
This priority date is also before the February 10, 2000 filing date of US Patent No. 6,630,163 
or its priority application, US Provisional Application No. 60/130,713, filed April 22, 1999. 
Applicants have filed a certified copy of French Patent Application No. 99/04875 in US 
Application No. 09/958,092, which is the parent application of the present application. 
Applicants also attached hereto a translation of the certified copy of French Patent 
Application No. 99/04875 along with statement that the translation of the certified copy is 
accurate. Therefore FR 2778565, JP 2000 026272 and US 6,630,163 are not prior art and the 
rejection should be dismissed. 

Rejections Under 35 USC §103 

For the reasons stated above, US 6,630,163 is not prior art therefore this rejection is 
improper. With respect to the rejection for the combination of US 2,051,017 (US '017) and 
DE 19640992 (DE *992), applicants traverse for the reasons that follow. 
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To establish a prima facie case of obviousness, three basic criteria must be met. First, 
there must be some suggestion or motivation, either in the references themselves or in the 
knowledge generally available to one of ordinary skill in the art, to modify the reference or to 
combine reference teachings. Second, there must be a reasonable expectation of success. 
Finally, the prior art reference (or references when combined) must teach or suggest all the 
claim recitations. The teaching or suggestion to make the claimed combination and the 
reasonable expectation of success must both be found in the prior art and not based on 
applicant's disclosure. MPEP § 706.02(j) quoting from In re VaecK 947 F.2d 488, 
20 USPQ2d 1438 (Fed. Cir. 1991). 

First, with respect to claim 1, not all of the elements of the claims are disclosed or 
suggested. In DE '992, there is no suggestion of topical administration of proteins, much less 
any suggestion of topical administration. DE '992 merely states that "protein hydrolsysates 
[are useful] as nutrients for athletes or the sick." The mention of pharmaceuticals is in the 
following context: "solid protein products can be used as pharmaceutical or in prepn, of 
biodegrable plastics, building materials etc." From this context, it is not clear whether the 
lupin proteins were meant to be used as pharmaceutical active agents or inert pharmaceutical 
carriers. Given that the solid proteins were described as material for biodegrable plastics and 
building materials it seems the term "pharmaceutical" was in reference to a "pharmaceutical 
carrier," not as a "pharmaceutical agent." US '017, which relates to soya bean meal extracts, 
not lupins does not remedy this deficiency of DE '992 and suggest the topical administration 
of the claim 1 or the administration of the enzymatically hydrolyzed lupins of any of the 
claims. 

Another aspect of the present claims not taught or suggested by the present references 
is either "treating a condition or disease linked to degradation of collagen or another 
extracellular support macroprotein reference" or "inhibiting metalloprotease activity." None 
of either US '017 or DE '992 describe administering the present to target aliments or 
diseases. Therefore, the present combination of references do not establish a prima facie case 
of obviousness because they do not teach all of claim recitations. 
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Moreover, with respect to claim 1 , which is directed to topical administration, DE 
'992 teaches away from topical administration. The "advantage" of DE *992 as described at 
the bottom of page 3 is that "[t]he method produces bland tasting products . . . [which are] 
easily digested . . . with the side effects such as flatulence." This would lead one of ordinary 
skill in the art away from claim 1 , which is drawn to topical administration. 

In addition, there is no motivation to combine the references. US *017 has nothing to 
do with either lupins, topical administration of lupins or the treatment of diseases. Other than 
US '071 and DE '992 being related to edible plants, they have no common nexus between 
them. Therefore, one of ordinary skill in the art would not be motivated to combine these 
references. 

Finally, there is no reasonable expectation of success of the combination of the 
present references. Following the Examiner's own reasoning as applied in the outstanding 
enablement rejections, neither US '017 or DE '992 provide experimental data or evidence of 
efficacy in treating any disease and therefore these references cannot be considered as being 
enabling for the present invention, particularly claims 1 and 15. 

In conclusion, the combination of US '017 or DE '992 do not establish any of the 
three required prongs of a prima facie case of obviousness, therefore this rejection is improper 
and should be withdrawn. 

Conclusion 

Applicants believe that the present application is now in condition for allowance. 
Favorable reconsideration of the application as amended is respectfully requested. 

The Examiner is invited to contact the undersigned by telephone if it is felt that a 
telephone interview would advance the prosecution of the present application. 

The Commissioner is hereby authorized to charge any additional fees which may be 
required regarding this application under 37 C.F.R. §§ 1.16-1.17, or credit any overpayment, 
to Deposit Account No. 19-0741 . Should no proper payment be enclosed herewith, as by a 
check being in the wrong amount, unsigned, post-dated, otherwise improper or informal or 
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even entirely missing, the Commissioner is authorized to charge the unpaid amount to 
Deposit Account No. 19-0741 . If any extensions of time are needed for timely acceptance of 
papers submitted herewith. Applicants hereby petition for such extension under 37 C.F.R. 
§1.136 and authorizes payment of any such extensions fees to Deposit Account No. 19-0741. 



Respectfully submitted. 



Date September 12, 2005 
FOLEY & LARDNER LLP 
Customer Number: 25244 



By 




Telephone: (202) 672-5300 
Facsimile: (202) 672-5399 



Matthew E. Mulkeen 
Attorney for Applicants 
Registration No. 44,250 
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